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L Basis of the report 



1. With regard to the elements of the international application:* 
the international application as originally filed 
the description: 
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, as originally filed 

, filed with the demand 



pages 



, filed with the letter of 



the claims: 
pages 



, as originally filed 

, as amended (together with any statement under Article 19 

, filed with the demand 



pages 



m9 filed with the letter of 



j | the drawings: 



pages 



, as originally filed 
, filed with the demand 



..filed with the letter of 



j ~^ the sequence listing part of the description: 

pages 

pages 



, as originally filed 

_ , filed with the demand 



filed with the letter of 



2. With regard to the language, all the elements marked above were available or furnished to this Authority in the language m which 
the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language wmcn 1S 

| | the language of a translation furnished for the purposes of international search (under Rule 23.1(b)). 
1 | the language of publication of the international application (under Rule 48.3(b)). 

| | the language of the translation furnished for the purposes of international preliminary exarnination (under Rule 55.2 and/ 
or 55.3). 

With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
preliminary examination was carried out on the basis of the sequence listing: 

f "| contained in the international application in written form. 

[ | filed together with the international application in computer readable form. 

| | furnished subsequently to this Authority in written form. 

[ | furnished subsequently to this Authority in computer readable form. 

|~] The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

The statement that the information recorded in computer readable form is identical to the written sequence listing has 
been furnished. 
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The amendments have resulted in the cancellation of: 

I I the description, pages 

I I the claims, Nos. , 

I I the drawings, sheets/fig 

This report has been established as if (some of) the amendments had not been made, since they have been considered to go 
beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 

* Replacement sheets which have been furnished to the receiving Office in response to an invitation under Article 14 are referred to 
in this report as "originally filed" and are not annexed to this report since they do not contain amendments (Rule 70. 1 6 
and 70.17). 

**Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this report. 
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
1 citations and explanations supporting such statement 



1 1. Statement 

Novelty (N) 

Inventive step (IS) 
Industrial applicability (IA) 



Claims 
Claims 

Claims 
Claims 



1-76 



1-76 



1-76 



YES 
NO 
YES 
NO 

YES 
NO 



| 2. Citations and explanations 

Document 1: JP 99/59544 A2 (Takeda Chemical Industries, 

Ltd.), 25 November 1999 
Document 2: JP 2002-12540 A (Asahi Kasei Corp.), 15 
January 2 002 

Document 3: EP 1145711 Al (Bristol-Myers Squibb Co J, 17 
October 2001 

Document 4: JP 10-298061 A (Tanabe Seiyaku Co., Ltd.), 10 
November 1998 



A) Documents 1 and 4: Claims 1-76 

A-l) Claims 1-7, 9-23, 25-37, 39-53, 55-67 and 69-76 

The inventions set forth in claims 1-7, 9-23, 25-37, 
39-53, 55-67 and 69-76 do not involve an inventive step in 
the light of document 1. 

Document 1 discloses tablets which disintegrate in 
the oral cavity and are obtained by pressing a mixture 
including 105 g of granules which include lansoprazole and 
magnesium carbonate in the proportions 3:1, 97.3 g of 
mannitol, 15.0 g of hydroxypropyl cellulose of a low 
degree of substitution, 7.5 g of crospovidone, 22.5 g of 
crystalline cellulose and 0.75 g of magnesium stearate, 
and mentions that the hardness of these tablets which 
disintegrate in the oral cavity is 5 . 9 kg and their 
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disintegration time in the oral cavity is 30 seconds (see 
example 2) . The aforementioned constituents are commonly 
known - magnesium carbonate as an adsorbent, hydroxypropyl 
cellulose of a low degree of substitution and crospovidone 
as disintegrants, crystalline cellulose as a disintegrant , 
and magnesium stearate as a lubricant (if necessary, see 
Japanese Pharmaceutical Excipients Council (editor) , 
"Iyakuhin tenkabutsu jiten", 1994). 

Comparing the inventions set forth in claims 1, 3, 
5-7, 9-17, 19, 21-23, 25-31, 33, 35-37, 39-47, 49, 51-53, 
55-61, 63, 65-67, 69-76 of the present application with 
the invention disclosed in document 1, the two sets of 
inventions differ in that it is specified in the 
inventions in the present application that that the active 
ingredient is a water-soluble pharmacologically active 
ingredient such as pravastatin sodium, whereas in document 
1 lansoprazole is used, which is substantially insoluble 
in water. However, document 1 mentions the possibility of 
selecting an active ingredient other than lansoprazole 
(see column 10, lines 15-21) and pravastatin sodium is 
known to be an active ingredient that is administered 
orally; therefore, a person skilled in the art could 
easily investigate the selection of pravastatin sodium as 
an active ingredient in aforementioned tablets 
disintegrating in the oral cavity in document 1, to give 
these inventions set forth in the present application. 

A person skilled in the art could also investigate 
selection other known additives such as adsorbents, 
disintegrants and lubricants, and optimisation of the 
inclusion rates of the different constituents, the 
hardness of the tablets, the disintegration time of the 
tablets and the specific surface area of the D-mannitol by 
means of experiment, to give the inventions set forth in 
claims 1-7, 9-23, 25-37, 39-53, 55-67, and 69-76 in the 
present application. 
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A-2) Claims 8, 24, 38, 54 and 68 

The inventions set forth in claims 8, 24, 38, 54 and 
68 does not involve an inventive step in the light of 
documents 1 and 4 . 

The inventions set forth in claims 8 and 68 specify- 
that the lubricant in the tablets rapidly disintegrating 
in the oral cavity in the inventions in the present 
application is present only on the surface of the tablets, 
and in the inventions set forth in claims 24, 38 and 54 
the surface of the pestle and mortar are precoated with 
the lubricant before compression; so the inventions set 
forth in claims 8, 24, 38, 54 and 68 differ from the 
invention disclosed in document 1 in that in the tablets 
disintegrating in the oral cavity disclosed in document 1, 
the lubricant is mixed with the whole before compression 
moulding . 

However, document 1 mentions the possibility of 
making the tablets so that the lubricant is not included 
within the tablets (see column 31, line 27 to column 32, 
line 18) ; moreover, as disclosed in document 4, it is 
known that tablets rapidly disintegrating in the oral 
cavity have better disintegration when the iubricant is 
included only on the surface (see claims and paragraphs 
[0002] - [0008] ) . Therefore, a person skilled in the art 
would not require special inventive skill to include the 
lubricant only on the surface of tablets disclosed in 
document 1; and the effects of so doing are such as could 
be predicted by a person skilled in the art. 

B) Documents 2 and 4: claims 47-76 

B-l) Claims 47-53, 55-67 and 69-76 

The inventions set forth in claims 47-53, 55-67 and 
69-76 do not involve an inventive step in the light of 
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document 2 . 

Document 2 discloses tablets obtained by mixing and 
pressing 695 parts of granules which include sodium 
salicylate and an excipient such as lactose in proportions 
900:220, 100 parts of croscarmellose sodium, 100 parts of 
crystalline cellulose and 100 parts of magnesium 
metasilicate aluminate as disintegrants and 5 parts of 
magnesium stearate as a lubricant (sodium salicylate at 52 
wt% of the final weight of the tablets) , and mentions that 
these tablets have a hardness of 78 N and a disintegration 
time of 5.2 minutes (see example 2) . 

Comparing the inventions set forth in claims 47-49, 
50, 51, 53, 55-57, 59-65, 67, 69-71 and 73-75 in the 
present application with the invention disclosed in 
document 2, the two sets of inventions differ in that in 
these inventions in the present application D-mannitol is 
added, whereas document 2 does not include this. However, 
document 2 indicates the possibility of selecting D- 
mannitol as an alternative to lactose, etc., as the 
excipient (see paragraph [0010]); therefore a person 
skilled in the art could easily investigate the addition 
of D-mannitol as an excipient instead of lactose, etc, in 
the aforementioned tablets disclosed in document 2 to give 
these inventions in the present application. 

A person skilled in the art could also investigate 
selection other known additives such as adsorbents, 
disintegrants and lubricants and known readily water- 
soluble drugs, and optimisation of the inclusion rates of 
the different constituents, the hardness of the tablets, 
the disintegration time of the tablets and the specific 
surface area of the D-mannitol by means of experiment, to 
give the inventions set forth in claims 47-53, 55-63, 
65-67 and 69-76 in the present application. 
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B-2) Claims 54 and 68 

The inventions set forth in claims 54 and 68 do not 
involve an inventive step in the light of documents 2 and 
4. 

Comparing the inventions set forth in claims 54 and 
68 with the invention disclosed in document 2, the two 
sets of inventions differ in that in the tablets 
disintegrating in the oral cavity disclosed in document 2, 
the lubricant is mixed with the whole and then compression 
moulded . 

However, as disclosed in document 4, it is known 
that tablets rapidly disintegrating in the oral cavity 
have better disintegration when the lubricant is included 
only on the surface (see claims and paragraphs 
[0002] - [0008] ) . Therefore, a person skilled in the art 
would not require special inventive skill to include the 
lubricant only on the surface of tablets disclosed in 
document 2; and the effects of so doing are such as could 
be predicted by a person skilled in the art. 

C) Documents 3 and 4: Claims 47-76 

C-l) Claims 47-53, 55-67 and 69-76 

The inventions set forth in claims 47-53, 55-67 and 
69-76 do not involve an inventive step in the light of 
document 3 . 

Document 3 discloses flash-melt tablets obtained by 
mixing and pressing a drug at 3 0 wt%, a superdisintegrant 
selected from substances including crospovidone at 5-7 
wt%, a dispersant selected from substances including 
calcium silicate at 3-45 wt%, a binder at 10-50 wt% and a 
lubricant at 10-50 wt%, and also mentions that the 
hardness of such tablets is 2.0-2.5 kP and the 
disintegration time is 10 seconds or less (claims and 
examples) . 
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Comparing the inventions set forth in claims 47-49, 
50, 51, 53, 55-65, 67 and 69-75 in the present application 
with the invention disclosed in document 3, they differ in 
that in these inventions in the present application D- 
mannitol is added, whereas in document 3 this is not 
included. However, document 3 mentions the possibility of 
selecting mannitol as a binder (see claims) ; therefore, a 
person skilled in the art could easily investigate the 
addition of mannitol as a binder to the aforementioned 
tablets disclosed in document 3 to give these inventions 
in the present application. 

A person skilled in the art could also investigate 
selection other known additives such as adsorbents, 
disintegrants and lubricants and known readily water- 
soluble drugs, and optimisation of the inclusion rates of 
the different constituents, the hardness of the tablets, 
the disintegration time of the tablets and the specific 
surface area of the D-mannitol by means of experiment, to 
give the inventions set forth in claims 47-53, 55-63, 
65-67 and 69-76 in the present application. 



C-2) Claims 54 and 68 

The inventions set forth in claims 54 and 68 do not 
involve an inventive step in the light of documents 3 and 
4. 

Comparing the inventions set forth in claims 54 and 
68 with the invention disclosed in document 3, the two 
sets of inventions differ in that in the tablets 
disintegrating in the oral cavity disclosed in document 3, 
the lubricant is mixed with the whole and then compression 
moulded . 

However, as disclosed in document 4, it is known 
that tablets rapidly disintegrating in the oral cavity 
have better disintegration when the lubricant is included 
only on the surface (see claims and paragraphs 
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[0002] - [0008] ) . Therefore, a person skilled in the art 
would not require special inventive skill to include the 
lubricant only on the surface of tablets disclosed in 
document 3; and the effects of so doing are such as could 
be predicted by a person skilled in the art . 
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Publication date 
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Filing date 
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Priority date (valid claim) 
(day/month/year) 
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